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Recommendations for the ANDA Template

Section 1, page 2: Change “‘component” to “Drug Product” and "active ingredient” to "Drug Substance”

Section 2, Part A: "Critical Components’ should be identified and defined. We recommend that they be O-18 and
mannose lriflate

Section 2, Part A, #4, page 2: In the table, change "infra-red” to “Spectroscopy (UV-VIS, IR, NMR)" and “TLC' to
“‘Chromatography (TLG, HPLC, GC)'

Section 2, Part B, Section li, page 4: The information in Lhe table should be provided regardless if it is an inlernal
source or external source of F-18 production.

Secton 2D (page 5) and 5A (page 7): Combine them into a single table
Section 5, page 7 and 8: Star! oul this section with Part B—makes more sense logistically.
Section 5, Part B, page 7. Clarify that this only needs to be filled out if cyclotron is in-house.

Section 5, part B, subpart iii, page 8, refers to *foils” —this is confusing because some people think of foils as the pant
that strip electrons in negative ion cyclotrons. Replace with “target windows’.

Section 5, part B, subpart iii, page 8—remove reference ta replacement of foils; il is not based on cydes

Section 5, part C, subpart iii, page 8 — clarify the bullit “control of the amount of reactants, reagents...” There seems to
be no answer required.

Section 8, part B, page 11 —change acceptance criteria to * the radionuclide's gamma spectrum contains photopeaks at
0.511MeV and possibly at 1. 022 MeV;” (add possibly)

Section 8 part B, page 12 Section on “Residual Solvents”: recommend that this parameier be validated then
confirmed every 10th batch.

Section B part B, page 12, Section on Sterility Testing: Recommend that this be done on an agreed upon schedule
wilh FDA, not immediately after preparation

Section 10, page 13 part on Microblological Valldation; should contain reference to how many batches, etc wou'ld be
required for microbiological validation

Section 8, part B page 12: Delete reference to pH as the USP does not specify pH limits
Section 8, part B page 12: Refer lo manufacturer's specifications for limitation on membrane filler bubble point test

Section 8, part B page 12: Sterility testing — should enable the starting sterility tests the day after production due to
radiation safety considerations
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